
MAR 1 82010
Aft&WC' TRADrITONAL510IO): Nflnx ThiblGraasolt

Manufacturer/b ISfrbu Arthrex, Inc.
tar/Sponsor 1370 Creekside Boulevard

510(k) Contact David D'Alessandro

j ~~~~~~~~~~~~~~~Arthrex, Inc.
1370 Creekside Boulevard

d ~~~~~~~~~~~~Naples, FL 34 108-1945 USA
Telephone: 239/643.5553, ext. 11 17
Fax: 239/566.5851
Email: dai4 daesaLr~a~~excr

Trade Name Arnhrex Tibial Graftiloft
Common Name Screw, Fixation, Bone

ClassfilcatIon Name Smooth or threaded metallic bone fixation fastener
Regulation No. 888.3040

Th-edicage Devices K032167: Bio-1ntrafixThm Tibial Screw and Sheath - Mitek Worldwide
K083607: AperFixg Tibial Implant with Inserter - Cayenne Medical

Device Desefipton The Anthrex Tibial GrafiBoft consists of a pre-packaged matingand Intended Use sheath and screw pair offered in three sizes. The Arnhrex Tibial
Grft~oft is intended to be used for fixation of tissue includinligament or tendon to bone and bone tendon during cruciate ligament

reconstruction procedures.

Substantial The Arnhrex Tibia! Graft~oft is substantially equivalent to theEquivalence predicate devices in which the basic features and intended uses areSummary very similar. Any differences between the Arthrex Tibia! Graftiloft
and the predicate devices are considered minor and do not raise
questions concerning safety and effectiveness. Based on the
information submitted, Arthrex, Inc. has determined that the Arnhrex
Tibia! GraBaft~o is substantially equivalent to the currently marketed

________________predicate devices, similar
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Arthrex, Inc.
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Quality Assurance Engineer
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Re: K093912
Trade/Device Name: Arthrex Tibial GraftBolt
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: II
Product Code: MBJ
Dated: December 17, 2009
Received: December 22, 2009

Dear Mr. D'Alessandro:

We have reviewed your Section 5 10(k) premnarket notification of intent to market the device
referenced abov'e and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Exisiing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) rcgulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
go to http://www.fda.gov/AboutFDA/CenteirsOffices/CDR1-/CDRHOf'FiCeS/LICrn Ii1589. htm for
the Center for Devices and Radiological l-ealth's (CDRJH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CER Part 803), please go to
lhttp://ww-w.fda.tzov/MedicalDevices/Safety/ReportaProblem/default.htim for the CDRH's Office
of Surveillance and Biomnetrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mark N. Melkerson
Director
Division of Surgical, Orthopedic,

and Restorative Devices
Office of Device Evaluation
*Center for Devices and
Radiological Health

Enclosure



Arihro~ -TRADITIONJAL 510(k): Arthrex Iibial Graft~ot!

510(k) Number: jKO09 391 L
Device Name: Arthrex ribia! GraftBoft

The Arthrex Tibia! GraftBolt is intended to be used for fixation of tissue
including ligament or tendon to bone and bone tendon during cruciate
ligament reconstruction procedures.

Prescription Use _X) _AND/ORk Over-The-Counter Use ___

(Per 21 CFR 8OI Subpart D) (21 CFRSQI1 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concwwce of CDRH, Office of Device Evaluation (ODE)

I oftI

(O~(ision SiganCof)
Division of Surgical, Orthopedic,
and Restorative Devices
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